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Re: NPRM Regarding the: Registration of Food Facilities 

Dear Sir or Madam: 

The Fertilizer Institute (TFQ, on behalf of its member corn 
response to thje Food and Drug Administration’s (FDA’s) I 
(NPRM) regarding the registration of food facilities, entitle 
Under the Public Health Security and Bioterrorism Preparc 
This NPRM was published in the Federd Register on Feb. 

Statement of I&e&t 

TFI represents; the nation’S fertilizer industry. Producers, I 
and equipment manufacturers which comprise its members 
Washington, D.C., staff ix! various legislative, educational 
information and public relations programs. 

some TFI member company facilities produce animal feed 
thcsc facilities are potentially subjecl LO registration under, 

mnies, submits these comments in 
tice of proposed rulemaking 
“Registration of Food Facilities 

ness and Response Act of 2002.” 
‘, 2003 (68 Fed. Reg. 5378). 

inufacturers, retailers, trading firms 
ip are served by a full-time 
td technical areas as well as with 

feed additives and, therefore, 
A’s NORM. Further, some TFI 

member companies hoId &ricultural commodities for sale 
from reporting for retail facilities. As such, TFI and its me 
rhis rulemaking. 

be eligible for the exclusion 
a subswntial interest in 

TFI’s Comments 

At the outset, TFI encour&es FDA to implement its regulati 
Dec. 12,2003, reglstra[iob dale specified in the acf to allow 

/ 

ns far enough in advance of the: 
ffected facilities the opportunity 10 

understand the registration scope and to be in a position to f e timely rcgisrrations. TFI 
comments on the NPRM ‘are included below. 
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A. FDA should develop a single registration form for co 
that are subject to registration. 

with multiple facilities 

In the NPRM, FDA requires owners, operators or agents in 
“facility” to register if such a facility is engaged in the man processing, packing or 
holding of food for consumption in the Unired Stares. 68 F 5417 (21 C-F-R. § 
1.225(a)). A facility is defined as “any esrablishment, re or structures under one 
management at one general physical location or, in the case f a mobile faciliry traveling to 
multiple locations that manufactures, processes, pa& consumption in the 
United States.” 1d. at 5418 (21 C.F.R. 5 1.227(b) (2)). 
several food manufacturing locations in the United 
registers . 

To facilitate the regisrration process, TFl encourages FDA t 
single facility registration, a registration form for a corporat to complete thar would 
ide&Q alI facilities owned, operated or controlled by that p! 
This would allow greater coordination and would also decre 

B. Fertilizer does not meet the definition of a food. 

The key to reporring is whether a facility manufactures, proc 
consumption in the United States. “Food” is defined as “fru 
eggs, Iaw agricultural commodities for use as food or compc 
including pet food, food and feed ingredients and additives, 
inro food from food packaging and other articles that contact 
dietary ingredients; infant formula, beverages, including alcc 
live food animals, bakery goods, snack foods, candy and can 
C.F.R. 9 1.225(b)(4)). Some TF’l member companies manuf 
ingredients/additives for animal feed. As ro these members, 
prog-ram, when finalized, will subject them LO registration. 

It does nor appear, based on our review of the definition of “ 
fertilizer for use in the United States would be subject to this 
is not specifically identified in the definition of -‘food” and t: 
support for a conclusion that fertilizer is a “food.” TFI’s SK 
conclusion. 

As previously mentioned, some TFI members manufacture f 
utilized within blending facilities as feed additives. These fc 
as a feed additive) and the manufacturer may not know what 
produced. It would appear, based on the proposed regulator: 
material that may meet the definition of food is not required 
knows that the material is going to be consumed in the Unity 
provided above, unless the feed additive manufacturer know 
for consumption in the United States, registration would not 
concurrence with our conclusion. 

rent that are subject to registration. 
se the paper burden on FDA. 

:sses, packages or bolds food far 
ts, vegetables. fish, dairy products, 
nents of food, animal feed, 
ncluding substances that migrate 
food, dietary supplements and 
holic beverages and bottled water, 
ned food.” 68 Fed. Reg. at 5418 (21 
Lcmre animal feed and 
it is appears that FDA’s registration 

‘ood,” that the manufacturer of a 
registration requirement. Fetizer 
le examples given do not provide 
cs F’DA’s confrmation of our 

:rtilizer that may be sold and then 
rtilizers may have other uses (e.g., 
the use will be for the product, as 
. language, that a manufacturer of a 
.o register unless that manufacturer 
d States as food. In the example 
I that the feed additive will be used 
>e required. WE seek FDA’S 
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C. An agricultural facilie selling animal feed to 
registration as a LcFetaW facility. 

should be exempt from 

In the fertilizer and animal/feed/feed additive distribution c ain, feed/feed addirives are 
frequently distributed to shall agricultural facilities where these materials are 
sold to farmers and other end users. At times, these agricul facilities may mix, blend or 
react these materials al rhelrequest of the end user, the bulk materials in other 
containers. 

Under FDA’s NPRM, rho.+ manufacturing/processing, pat ‘ng, or holding foods for 
consumption in the United States are subject to registration- however, an exemption from 
registration is provided for; “retail facilities”. 68 Fed. Reg- f 5417 (21 C.F.R. 0 1.226(c)). A  
“retail facility” is dedned &as “a facility that sells food produ ts 

and commissaries. The teim includes facilities Lhat nor on1 

same facility.‘” Icl. at 5418 (21 C.F.R. 4 1.227(b)(ll)). / 

directly to consumers only. The 
term includes, bur is not limited to, grocery and convenient stores, vending machine locations, 

sell food directly to consumers, but 
that also manufacture/process food in that facility solely for direct sale to consumers from that 

This defiirion is confusing in several respects. First, must facility sell 100 percent. 5 1 pcrcenr. 
or some other percent of it!s food products directly LO consu ers to be eligible for the exclusion? 
Second, in the case of animal feed/feed additives, what is 
is not defined in the regul&.ions? 

ant by the term “consumers”, which 

We encourage FDA, in ils, final rule, to adopt a definition o a retail facility that is consistent 
with the defmition adopted by the US. Occupational Safer and Health Administration (OSHA) 
with respect to its Process, Safety Management Standard (P M  Standard), found at 29 C.F.R. 
5 1910.119. OSHA excludes from coverage under the Stan * d “retail f;lcilities” and defines 
such a facility as “an esrablishmcnt rhat would otherwise be subject to the PSM standard ar 

i 

which more than half of the income is obtained from direct ale to end users.” Memorandum 
from John B. Miles, Jr., &HA director directorate of camp ‘ante programs, to Richard S. 
Terrill, OSHA acring regional administrator Region X (No ember 8, 1995). Such a definition is 
easy to apply. 

Should FDA noot adopt oti proposed definition, then we see FDA’s concurrence thal a farmer or 
other end user of animal feed./fecd addirives is a “consumer for purposes of the retail exclusion 
and that sales of at least 5,0 percent of such feed/feed additi es to an end user is sufficienl for the 
facility 10 quality as a ret+ facility. I 
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Conclusion 

TFI is pleased to submit these comments. Should you any questions regarding our 
comments, please contact me by telephone at (202) 515-27 6. 

Sincerely yours, 

W illiam C. Herz q 
Director, Scientific Programs 
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